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Title  42— Public  HmWi 

CHAPTER  I— PUBLIC  HEALTH  SERVICE, 

DEPARTMENT  OF  HEALTH,  EDUCATION, 

AND  WELFARE 

PART  67— NATIONAL  CENTER  FOR 
HEALTH  SERVICES  RESEARCH  GRANTS 

Grants 

On  September  17, 1975,  a  notice  of  pro¬ 
posed  rulemaking  was  published  in  the 
Federal  Register  (40  FR  42890-42895) 
proposing  to  add  a  new  Subpart  B  en¬ 
titled  “Grants  for  Health  Services  Re¬ 
search  Centers”  to  a  proposed  new  Part 
67  to  be  added  to  Title  42,  Code  of  Fed¬ 
eral  Regulations.  Such  subpart  was  pro¬ 
posed  to  implement  section  305(d)  of  the 
Public  Health  Service  Act,  as  amended 
by  the  Health  Services  Research,  Health 
Statistics,  and  Medical  libraries  Act  of 
1974,  Pub.  L.  93-353  (July  23,  1974), 
which  authorizes  the  Secretary  to  make 
grants  to  assist  public  or  private  non¬ 
profit  entities  in  meeting  the  costs  of 
planning,  establishing  and  operating  cen¬ 
ters  for  multidisciplinary  health  services 
research,  evaluations  and  demonstra¬ 
tions  (hereinafter  referred  to  as  “Cen¬ 
ters”)  . 

Interested  persons  were  afforded  the 
opportunity  to  participate  in  the  rule¬ 
making  by  submitting  cwnments  by  Oc¬ 
tober  17,  1975.  Following  are  summaries 
of  the  comments  received  and  the  re¬ 
sponse  to  such  comments. 

1.  One  comment  suggested  that  pro¬ 
posed  S  67.104(c)  (12),  which  sets  forth 
the  information  to  be  included  in  any  ap¬ 
plication  for  support  imder  this  subpart, 
be  modified  to  include  specific  references 
to  relationships  with  potential  users  of 
the  proposed  Centers,  '^ese  relationships 
are  adequately  addressed,  however,  in 
proposed  §  67.104(c)  (4),  (5),  (6),  and 
(9) ,  and  therefore  the  suggested  modifi¬ 
cation  has  not  been  made. 

2.  Two  recommendations  were  made 
that,  in  view  of  the  impact  of  such 
Centers  on  health  systems  within  a  re¬ 
gion,  proposed  S  67.105,  “Evaluation  and 
disposition  of  applicati(ms,”  be  revised 
to  provide  that  State  and  areawide 
health  planning  agencies  be  given  an 
opportunity  to  review  and  comment  on 
applications  for  Center  support.  The 
Centers,  however,  are  expected  to  ad¬ 
dress  themselves  to  regional  and  national 
concerns  as  well  as  those  relevant  to 
their  immediate  locale.  This  is  particu¬ 
larly  true  in  the  case  of  the  National 
Special  Emphasis  Centers.  It  would, 
therefore,  be  Inappropriate  to  permit  re¬ 
view  and  comment  by  a  single  areawide 
planning  body  simply  on  the  basis  of 
the  applicant’s  geographic  location  and, 
in  addition,  ov«ly  cumbersome  and 
otherwise  infeasible  to  undertake  such 
activity  on  a  broader  scale.  The  sug¬ 
gested  change  has,  therefore,  not  been 
made.  We  would  point  out  that  the  issue 
of  whether  this  program  is  subject  to 
health  system  sigency  review  under  sec¬ 
tion  1513(e)  of  the  Public  Health  Service 
Act  is  currently  under  consideration  in 
the  Department  and  will  be  addressed  in 
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tbe  ragulatians  to  be  promulgated  to 
implement  that  provision. 

However,  while  we  think  prior  review 
of  iqjpllcatlons  for  Center  grants  is  in¬ 
appropriate,  the  Department  recognizes 
the  importance  of  having  Centers  work 
on  an  operational  basis  with  areawide 
health  planning  agencies.  Section  67.107 
of  the  regulation  includes  a  requirement 
that  Centers  provide  for  consultations 
and  technical  assistance  to  concerned  in¬ 
dividuals  and  groups  within  (as  well  as 
outside)  the  geographic  area  in  which 
the  Center  will  be  located,  which  would 
include  areawide  planning  bodies. 

3.  One  comment  expressed  concern 
over  the  need  for  orderly  phase-ont  of 
support  where  the  Secretary  determines, 
pursuant  to  proposed  §  67.107(d) ,  not  to 
provide  continuation  support  for  previ¬ 
ously  funded  projects  and  suggested  that, 
at  a  minimum,  such  section  be  revised 
to  guarantee  at  least  six  months  notice 
prior  to  any  such  action.  The  Depart¬ 
ment  shares  the  commentor’s  concern 
with  this  situation,  and  will  attenmt  to 
provide  as  much  advance  notice  as 
possible.  It  is  not  possible,  however,  for 
the  Department  to  assme  that  deter¬ 
minations  concerning  grantee  progress 
and  availability  of  fimds  can  be  made  six 
months  prior  to  the  end  of  each  budget 
period.  Section  67.107(d)  has  been  re¬ 
vised,  however,  to  provide  that  the  Sec¬ 
retary,  where  he  deems  it  necessary,  may 
provide  continued  financial  support  for 
the  orderly  phase-out  of  a  previously 
supported  activity. 

4.  One  comment  questioned  the  inclu¬ 
sion  of  the  requirement  in  proposed 
S  67.107(a)  (3)  that  a  Center  be  located 
“within  an  established  academic  or  re¬ 
search  institution.”  'This  limitation  is 
required  by  section  305(d)  (2)  (B)  (ill)  of 
the  PHS  Act  and  cannot  be  altered  by 
regulation.  The  rationale  for  this  re¬ 
striction  as  expressed  by  Congress  was 
to  assure  that  there  be  a  suitable  aca¬ 
demic  environment  for  each  Center  and 
that  there  would  be  available  to  the 
Center  the  resources  that  academic  in¬ 
stitutions  normally  provide.  See  House  of 
Representatives  Report  No.  93-757,  16 
(1974). 

5.  One  comment  questioned  whether 
health  services  research  respecting  the 
social  utility  of  health  services  would  be 
within  the  scope  of  activities  performed 
by  the  Centers.  Further,  it  was  suggested 
that  there  be  specific  mention  of  evalu¬ 
ation  of  health  benefits  in  economic  and 
social  terms  in  the  list  of  activiti^  in 
5  67.107(a)(5). 

Research  and  evaluation  of  health 
benefits  in  social  and  economic  terms 
would  clearly  come  within  the  scope  of 
the  Cento’S’  activities. 

Inasmuch  as  it  would  be  very  difBcult, 
however,  to  definitely  list  all  of  the  per¬ 
missible  health  services  research,  eval¬ 
uation  and  demonstration  activities  to 
be  imdertaken  by  the  Centers,  we  have 
decided  that  we  would  limit  the  listing 
of  specific  activities  in  5  67.107(a)  (5)  to 
those  statutorily  required  by  section  305 
(d)  (2) .  Thus,  the  suggested  revision  has 
not  been  made. 


6.  One  comment  expressed  concern 
whether  the  confidentiality  provisions  in 
proposed  55  67.112  and  67.113  sufficiently 
limit  the  Secretary’s  iise  of  personal 
data.  Those  provisions  are  directed  at 
the  Centers’  use  of  data  collected  by 
them  in  their  directly  supported  health 
soTices  research  activities,  and  not  at 
the  Secretary’s  use  of  such  data.  With 
respect  to  information  obtained  by  the 
Secretary,  however,  use  of  such  informa¬ 
tion  would  be  limited  by  section  308(d) 
of  the  Public  Health  Service  Act,  which 
provides  that  any  information  obtained 
may  not  be  used  for  any  purpose  other 
tiian  the  purpose  for  which  it  was  sup¬ 
plied  (uni^  authorized  imder  regula¬ 
tions  of  the  Secretary),  and  that  such 
information  may  not  be  published  or  re¬ 
leased  in  other  than  statistical  form  if 
the  Individual  would  be  identified  there- 
tnr.  unless  the  individual  has  consented 
to  such  publication  or  release.  That  por¬ 
tion  of  I  67.112  which  provides  that  one 
of  the  purposes  for  which  Information 
will  be  collected  will  be  for  disclosure  to 
Oie  Secretary  for  carrying  out  his  re¬ 
sponsibilities  imder  Public  Law  93-353  is 
designed  to  enable  the  Secretary  to  carry 
out  his  monitoring  responsibility  with 
respect  to  such  Centers  and  to  be  able, 
subject  to  section  308(d)  limitations,  to 
utihze  data  collected  for  further  research 
activities. 

In  addition  to  the  changes  noted 
above,  5  67.106(c)  has  been  revised  to  re¬ 
quire  sinmly  that  the  S  •cretary  will  seek 
the  advice  of  the  review  panel  prior  to 
making  any  supplemental  award  in  an 
amount  in  excess  of  20%  of  the  original 
grant  award  for  such  budget  period.  This 
section,  as  proposed,  required  review 
panel  ai^roval  and  was  considered  to  be 
unduly  restrictive.  Finally,  a  new  5  67.116 
has  been  added  to  Oie  regulations  incor- 
pewating  the  Departmental  policy  on 
protection  of  human  subjects. 

Accordingly,  Title  42  of  Code  of  Fed¬ 
eral  Regulations  is  hereby  amended  by 
adding  a  new  Part  67  and  new  Subpart  B 
as  set  forth  below. 

Effective  date:  These  regulations  are 
effective  February  4,  1976. 

Dated;  December  22,  1975. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Aroroved:  January  28,  1976. 

David  Mathews, 

Secretary. 

A — [Reserved] 

Snbpart  B — Orsnte  for  Health  Services  Re* 
search  Centers 
Sec. 

67.101  Purpose  and  scope. 

67.102  Definitions. 

67.103  Sllglblllty. 

67.104  Application. 

07J05  Evaluation  and  disposition  of  appli¬ 
cations. 

67.106  Grant  awards. 

67.107  Operational  requirements, 
tfl.loe  Grant  pa3rments. 

67.109  Use  of  project  fimds. 

67.110  nondiscrimination. 

67.111  Publications  and  copyright. 

67.112  Confidentia  lly. 
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Sec. 

67.113  Control  of  data. 

67.114  Grantee  accountability. 

67.115  Reports. 

67.116  Hiunan  subjects. 

67.117  AppllcabUltyof46CFBPart74. 

67.118  Additional  conditions. 

Autroritt:  Sec.  216,  68  Stat.  690  (42  U.S.C. 

216) ;  sec.  306(d) ,  as  amended,  88  Stat.  364; 

(42  U.S.C.  242c(d)). 

§  67.101  Purpose  and  scope. 

(a)  The  regulations  of  this  subpart 
are  applicable  to  the  award  of  grants  un¬ 
der  section  305(d)  of  the  Public  Health 
Service  Act,  as  amended,  to  assist  in 
meeting  the  costs  of  planning,  establish¬ 
ing  and  operating  multidisciplinary 
Health  Services  Research  Centers  by  pro¬ 
viding  support  for  both  permanent  staff 
composed  of  experts  from  different  dis¬ 
ciplines  and  the  administrative  costs  of 
camdng  out  multidisciplinary  health 
services  research,  evaluations  and  dem¬ 
onstrations  respecting: 

(1)  The  accessibility,  acceptability, 
planning,  organization,  distribution, 
technology,  utilization,  quality,  and  fi¬ 
nancing  of  health  services  and  systems; 

(2)  The  supply  and  distribution,  edu¬ 
cation  and  training,  quality,  utilization, 
organization,  and  cost  of  health  man¬ 
power;  and 

(3)  The  design,  construction,  utiliza¬ 
tion,  and  cost  of  facilities  and  equipment. 

(b)  Additional  support  awarded  under 
this  subpart,  for  National  Special  Em¬ 
phasis  Centers  is  intended  to  support 
staff,  research,  demonstration,  and  eval¬ 
uation  projects,  training  programs,  and 
administrative  costs  for  activities  appro¬ 
priate  to  the  particular  area  of  special 
emphasis. 

§  67.102  DefinitioiM. 

As  used  in  this  subpart: 

(a)  *‘Act”  means  the  Public  Health 
Service  Act,  as  amended.- 

(b)  “Secretary"  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare  to  whom  the  authority  involved  has 
been  delegated. 

(c)  “Nonprofit"  as  applied  to  a  private 
entity,  means  that  no  part  of  the  net 
earnings  of  such  entity  inures  or  may 
lawfully  inxire  to  the  benefit  of  any 
shareholder  or  individual. 

(d)  “Project  period”  means  the  total 
period  of  time  for  which  support  for  a 
project  has  been  approved  as  specified 
in  the  grant  award  document.  Such  ap¬ 
proval  does  not  commit  or  obligate  the 
Federal  government  to  any  additional, 
supplemental  or  continuation  support  be¬ 
yond  the  current  budget  period. 

(e)  “Budget  period"  means  the  inter¬ 
val  of  time  (usually  12  months)  into 
which  the  project  has  been  ffivided  for 
budgetary  and  reporting  purposes  and 
for  which  the  <3ovemment  has  made  a 
financial  commitment  to  fund  a  partic¬ 
ular  project. 

(f)  “Center"  means  a  Health  Services 
Research  Center  supported  imder  this 
subpart. 
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(g)  “National  Special  Emphasis  Cen¬ 
ter"  mean  a  Center  which  directs  a  sub¬ 
stantial  portion  of  its  efforts  in  research 
training,  technical  assistance,  and  other 
appr<H>riate  activities  to  a  particular  as¬ 
pect  of  health  care  delivery  specified  by 
the  Secretary  and  requiring  a  particular 
kind  of  scientific,  expertise.  Such  Centers 
shall  include: 

(DA  Health  Care  Technology  Center, 
which  shall  focus  on  all  forms  of  tech¬ 
nology,  including  computers  and  elec¬ 
tronic  devices,  and  its  applications  in 
health  care  delivery; 

(2)  A  Health  Care  Management  Cen¬ 
ter,  which  shall  focus  on  the  improve¬ 
ment  of  administration  and  organiza¬ 
tion  in  the  health  field,  the  training  and 
retraining  of  administrators  of  health 
care  enterprises,  and  the  development  of 
leaders,  planners  and  policy  analysts  in 
the  health  field;  and 

(3)  Such  otiier  Centers  as  the  Secre¬ 
tary  shall  deem  appropriate,  provided 
that  formal  notification  of  the  competi¬ 
tion  for  a  grant  award  and  designation 
as  a  National  Special  Emphasis  Center 
under  this  subpart  shall  be  made  at  least 
ninety  (90)  days  prior  to  the  closing 
date  for  filing  applications  for  Center 
grants. 

(h)  “State"  means  one  of  the  50  States, 
the  District  of  Columbia,  Puerto  Rico, 
Guam,  Virgin  Islands,  American  Samoa, 
and  the  Trust  Territory  of  the  Pacific 
Islands. 

(i)  “Oinntee"  means  the  public  or 
nonprofit  private  entity  that  receives  a 
grant  under  section  305(d)  of  the  Act 
and  this  subpart  and  assiur.es  legal  and 
financial  responsibility  for  the  funds 
awarded  and  for  the  performance  of  the 
grant  supported  activity. 

(J)  “IMrector"  means  a  single  individ¬ 
ual,  designated  by  the  grantee  in  the 
grant  application  and  approved  by  the 
Secretary,  who  is  responsible  for  the  sci¬ 
entific.  technical,  and  administrative  di¬ 
rection  of  the  Center. 

§  67.103  Eligibility. 

Any  public  or  nonprofit  private  entity 
located  in  a  State  is  eligible  to  apply  for 
a  grant  under  this  subpart;  Provided, 
That  no  entity  is  eligible  for  assistance 
for  more  than  one  Center  at  any  one 
time. 

§  67.104  Application. 

(a)  An  application  for  a  grant  imder 
this  subpart  shall  be  submitted  to  the 
Secretary  at  such  time  and  in  such  man¬ 
ner  as  the  Secretary  may  prescribe.* 

(b)  The  application  shall  be  executed 
by  an  individual  authorized  to  act  for 
the  applicant  and  to  assume  on  behalf  of 
the  applicant  the  obligations  imposed  by 
the  Act,  the  regulations  of  this  subpart 
and  the  terms  and  conditions  of  any 
grant  award. 


*  Applications  and .  Instructions  are  avaU- 
able  from  the  Director.  Review  and  Advisory 
Services,  National  Center  for  Health  Services 
Research,  Health  Resources  Administration, 
6600  Fishers  Lane,  RockvUle,  Maryland 
20862,  Room  16-35. 
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(c)  In  addition  to  such  other  perti¬ 
nent  information  as  the  Secretary  may 
require,  an  application  for  a  grant  under 
this  subpart  shall  contain  the  follow¬ 
ing: 

(1)  A  description  of  the  manner  in 
which  the-appllcant  intends  to  plan  and 
establish  a  Center,  including  a  timetable 
for  making  the  proposed  Center  opera¬ 
tional; 

(2)  A  description  of  the  staff  of  the 
proposed  Center,  Including  their  quali¬ 
fications.  academic  training,  respon¬ 
sibilities  and  fimctions; 

(3)  A  description  of  the  manner  in 
which  the  staff  will  be  organized  and  su¬ 
pervised  to  carry  out  the  proposed  activi¬ 
ties  of  the  Center; 

(4)  A  description  of  the  applicant’s 
plan  for  providing  at  the  Center  educa¬ 
tional  opportunities  to  students,  health 
professionals  and  other  appropriate  in¬ 
dividuals; 

(5)  A  description  of  the  applicant’s 
plan  for  sharing  the  knowledge  and  ex¬ 
pertise  of  the  Center’s  staff  by  providing 
technical  assistance  to  appropriate  orga¬ 
nizations  and  individuals  and  through 
other  forms  of  public  and  community 
services  * 

(6)  A  description  of  the  applicant’s 
plan  for  disseminating  the  Center’s  re¬ 
search  findings  to  appropriate  forums; 

(7)  A  description  of  the  neM  of  the 
region  in  which  the  proposed  Center  will 
be  located  for  a  Center  and  a  description 
of  the  areas  of  research  which  the  appli¬ 
cant  expects  the  Center  to  address  by 
virtue  of  particular  problems  and  char¬ 
acteristics  of  the  local  health  care  de¬ 
livery  system; 

(8)  A  description  of  the  organizational 
structure  of  the  applicant  and  the  nature 
of  any  relationship  with  and  access  to 
health  care  delivery  systems  in  which 
research  activities  can  be  undertaken 
and  research  findings  tested; 

(9)  A  description  of  the  procedures  by 
which  research  projects  wUl  be  selected, 
including  the  niethodology  to  be  utilized 
in  ensuring  that  such  projects  will  be 
selected  on  the  basis  of  (i)  the  regional 
or  national  importance  of  the  problem  to 
be  addressed,  (ii)  the  imlque  potential 
for  definitive  research  on  a  problem,  and 
(iii)  opportunities  for  local  application 
of  the  research  findings; 

(10)  A  budget  which  allocates  the  total 
support  both  by  type  of  expenditure  and 
by  the  activities  identified  in  paragraphs 

(c)(1).  (4),  (5).  (6),  and  .(9)  of  this 
section; 

(11)  A  description  of  the  resources 
which  the  applicant  plans  to  make  avail¬ 
able  to  the  proposed  Center; 

( 12)  A  descript4on  of  the  proposed  Cen¬ 
ter’s  relationships  with  other  academic 
institutions  and  research  organizations 
with  regard  to  the  impact  of  such  rela¬ 
tionships  on  the  quality  and  scope  of  the 
Center’s  research  and  the  responsiveness 
of  its  project  selection  to  local,  regional 
and  national  priorities;  and 

(13)  Assurances  satisfactory  to  the 
Secretary  that  the  Center  will  meet  the 
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operational  requirements  of  S  67.107 
when  it  becomes  operational. 

(d)  In  addition  to  the  materisd  speci¬ 
fied  in  paragraph  (c)  of  this  section,  an 
application  for  a  grant  with  a  desifi^- 
tion  as  a  National  Special  Emphasis  Cen¬ 
ter  shall  also  contain  the  following: 

(1)  A  description  of  the  areas  of  re¬ 
search  which  the  applicant  expects  the 
Center  to  address  by  virtue  of  the  par¬ 
ticular  problems  and  characteristics  of 
the  field  of  special  emphasis; 

(2)  A  description  of  the  nature  of  any 
relationships  with  and  access  to  health 
care  ddivery  systems  that  would  en¬ 
hance  the  ability  to  carry  out  research, 
evaluations,  and  demonstrations  in  man¬ 
agement.  technology,  or  other  areas  of 
special  emphasis; 

(3)  A  description  of  the  procedmes  by 
which  special  emi^asis  projects  will  be 
selected  including  the  methodology  to  be 
utilized  in  ensuring  that  such  projects 
wUl  be  sheeted  on  the  basis  of  national 
importance  of  the  problem  being  ad¬ 
dressed  and  the  unique  potential  for  de¬ 
finitive  research  on  a  problem; 

(4)  A  description  of  the  resoiuxes 
which  the  apidicant  plmis  to  make  avail¬ 
able  to  enhance  the  special  emphasis 
activities; 

(5)  A  description  including  a  budget, 
of  the  proposed  Center’s  plan  for  dis¬ 
seminating  its  research  findings  to 
groups  and  individuals  particularly  con¬ 
cerned  with  the  area  of  special  emphasis; 
and 

(6)  Assurances  satisfactory  to  the 
Secretary  that  it  will  meet  the  additional 
operational  requirements  of  8  67.107 
when  it  becomes  operational. 

§  67.105  Evaluation  and  dispoaition  of 
applications. 

(a)  Evaluation.  (1)  All  applications  for 
a  grant  under  this  subpaiii  will  be  sub¬ 
mitted  by  the  Secretary  for  review  to  a 
panel  of  experts  who  are  neither  officers 
or  employees  of  the  United  States  and 
who  possess  qualifications  necessary  to 
evaluate  both  the  applicant’s  proposed 
method  of  planning,  establishing  and  op¬ 
erating  a  Center  and  the  potential  of  the 
pr(^x)sed  Center  to  make  a  valuable 
scientific  contribution  (hereinafter  re¬ 
ferred  to  as  the  review  panel) . 

(2)  The  review  panel  to  which  an  ap¬ 
plication  has  been  submitted  pursuant  to 
paragraph  (a)(1)  of  this  section  shall 
make  a  written  r^?ort  to  the  Secretary 
on  each  application  so  submitted.  Each 
report  shall  consist  of  the  following 
parts: 

(i)  TThe  first  part  shall  consist  of  a 
factual  summary  of  the  proposed  Center, 
including  a  synoposis  of  the  information 
required  under  1 67.104(c).  If  the  iq>pll- 
cant  is  applying  for  an  award  as  a  Na¬ 
tional  Special  Emphasis  Center  a  factual 
summary  of  the  information  provided  in 
accordance  with  167.104(d)  shall  also 
be  sulxnitted. 

(ii)  The  second  part  shall  address  the 
scientific  and  technical  merit  of  the  ap¬ 
plication  and  shall  consist  of  a  critique  of 
the  proposal  and  an  assessment  of  the 
adequacy  of  the  applicant’s  plan  and 
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available  resources  for  meeting  the  re¬ 
quirements  of  8  67.107. 

(ill)  ’The  third  part,  where  appro¬ 
priate,  shall  address  the  scientific  and 
technical  merit  of  the  application  for  an 
additional  award  for  a  National  Special 
iTmphftfdR  Center.  This  part  of  the  report 
shall  consist  of  a  critique  of  the  proposal 
and  an  assessment  of  the  adequacy  of 
the  applicant’s  plan  and  available  re¬ 
sources  for  meeting  the  additional  re¬ 
quirements  of  8  67.107. 

(iv)  The  fourth  part  shall  describe  the 
panel’s  assessment  of  the  relevance  of 
the  proposed  pr(^;ram  to  regional  or  na¬ 
tional  health  care  issues. 

(V)  The  fifth  part  shall  consist  of  a  set 
of  recommendations  to  the  Secretary 
with  respect  to  the  disposition  of  the  ap¬ 
plication: 

(A)  The  panel  may  recommend  that 
the  Secretaiy  approve,  disapprove,  or  de¬ 
fer  a  decision  in  order  to  gather  further 
information  on  an  application  for  sup¬ 
port  as  a  Health  Services  Research  Cen¬ 
ter.  If  the  panel  recommends  approval, 
it  shall  also  provide  its  recommendation 
r^arding  an  appropriate  project  period 
and  an  appropriate  level  of  support.  If 
it  recommends  deferral,  it  shaU  specify 
the  additional  information  it  deems  nec¬ 
essary  for  an  adequate  review  of  the 
iq)plication. 

(B)  The  panel  may  also  reemiunend 
that  the  Secretary  approve,  disapprove, 
or  defer  a  decision  in  order  to  gather 
further  informatiem  on  an  application 
for  additional  support  as  a  National  (Spe¬ 
cial  Emphasis  Center.  If  the  panel 
recommends  approval,  it  shall  also  pro¬ 
vide  its  reemnmendation  regarding  an 
appropriate  project  period  and  an  ap¬ 
propriate  level  of  sitoPort.  If  it  recom¬ 
mends  deferral,  it  sh^  specify  the  addi¬ 
tional  information  it  deems  necessary 
for  an  adequate  review  of  the  applica¬ 
tion. 

(b)  Disposition.  On  the  basis  of  the 
Secretary’s  evaluation  of  the  applica¬ 
tion  and  taking  into  consideration  any 
recommendations  made  pursuant  to 
paragraph  (a)  of  this  section,  the  Sec¬ 
retary  shall  either  (1)  approve,  (2)  de¬ 
fer  for  a  later  decision  or  (3)  disapprove 
any  application  for  grant  assistance  un¬ 
der  this  subpart.  Such  disaivroval  of  an 
application  shall  not  preclude  its  recon¬ 
sideration  if  the  application  is  resub¬ 
mitted  in  the  same  or  a  revised  version 
at  a  later  date. 

§  67.106  Grant  awards. 

(a)  Oenerai.  (1)  Within  the  limits  of 
fimds  available  for  such  purpose,  the 
Secretary  may  award  a  grant  to  those 
applicants  whose  approved  prt^tosed 
Centers  will  in  his  Judgment  best  pro¬ 
mote  the  purposes  of  section  305(d)  of 
the  Act  and  this  subpart,  taking  into 
consideration: 

(i)  Recmxunendations  made  piusuant 
to  8  67.105. 

(ii)  The  appropriateness  of  the  pro¬ 
posed  budget  and  the  extent  to  which 
the  fiscal  plan  provides  assurance  that 
effective  use  would  be  made  of  grant 
funds. 


(iii)  The  capability  of  the  applicant  as 
demonstrated  by  organiza’tional  and  in¬ 
stitutional  arrangements  to  successfully 
operate  the  proposed  Center. 

(iv)  The  qualifications,  achievements, 
and  commitment  of  the  senior  person¬ 
nel. 

(v)  The  strength  and  scientific  integ¬ 
rity  of  the  general  program  and  ap¬ 
proach  of  the  proposed  Center. 

(vl)  ’The  nature  of  the  sponsoring  in¬ 
stitution’s  ccxnmitment  to  the  proposed 
Center  and  the  relative  importance  it 
ascribes  to  the  endeavor. 

(vii)  The  past  success  and  future  po¬ 
tential  of  the  proposed  Center’s  person- 
nd  in  receiving  permanent  and  project 
related  suiH)ort  frmn  other  sources. 

(vill)  The  extent  to  which  a  proposed 
Center’s  planning  process  incorporates 
the  concerns  oS  pertinent  constituents 
and  refiects  an  awareness  of  significant 
research  problons  in  hecJth  services. 

(ix)  The  strength  of  the  relationtiilp 
the  prwosed  Center  has  devdewed  with 
components  of  a  local  health  care  system 
in  which  specific  projects  will  be  con¬ 
ducted  and  research  findings  tested. 

(x)  The  integration  of  disciidinary  in¬ 
terests  within  the  proposed  Center  and 
the  coordination  of  the  research  program 
with  training  and  educational  efforts. 

However,  no  grant  may  be  awarded 
which  will  result  in  more  than  twraty 
per  centum  (20%)  (rf  all  Centers  sup¬ 
ported  under  t^  subpart  being  located 
in  any  one  HEW  region,  except  that  this 
restriction  shall  not  (K>erate  to  proscribe 
awarding  at  least  two  grants  imder  this 
subpart  to  institutions  located  in  any 
Kingift  HEW  region;  Provided,  That  to  the 
extent  feasible,  the  Secretary  will  make 
such  grai^  as  will  result  in  at  least  six 
Centers  being  operational  in  each  fiscal 
year. 

(2)  in  making  any  grant  award  the 
Secretary  may  add  additional  conditions 
to  or  require  specific  modifications  in  the 
Center  as  proposed  in  the  application  in¬ 
cluding  a  differait  level  of  grant  support 
from  that  requested  in  the  aiHidication. 
In  such  cases  the  Secretary  will  obtain 
either  the  written  agreonent  of  the  ap¬ 
plicant  to  proceed  on  such  basis  prior  to 
miAing  any  grant  award  or  such  condi¬ 
tion  or  modification  will  appear  on  the 
grant  award  notice. 

(3)  All  grant  awards  shall  be  in  writ¬ 
ing.  The  Notice  of  Grant  Awarded  shall 
set  forth  the  amount  of  funds  awarded 
for  the  conduct  of  the  Center  during  tiie 
first  budget  period  and  the  amount  of 
support  rec(xnmended  for  the  remainder 
of  the  project  period. 

(4)  The  project  period  for  any  grant 
imder  this  sulmart  shall  be  specified  in 
the  Notice  of  Grant  Awarded  and  shall 
begin  no  later  than  nine  months  follow¬ 
ing  the  date  of  such  award.  In  no  case 
may  a  project  period  mcceed  five  years; 
Provided.  That  the  approved  project  pe¬ 
riod  may  be  extended  for  a  period  not 
to  exceed  six  months  beyond  five  years 
where  the  Secretary  determines  on  the 
basis  of  a  request  by  the  grantee  prior 
to  the  termination  of  the  currently  active 
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'  grant  that  such  additional  time  is  needed 
to  permit  the  use  of  funds  previously 
I  awarded  but  not  expended.  No  additional 
support  may  be  awarded  for  this  period. 

(5)  Neither  the  approval  of  any  ap¬ 
plication  nor  the  awarding  of  any  grant 
shall  commit  or  obligate  the  Federal 
Government  in  any  way  to  make  any  ad¬ 
ditional,  supplemental,  continuation  or 
other  awards  with  respect  to  the  Center 
or  any  part  of  the  Center.  For  continua¬ 
tion  support,  grantees  must  make  sep¬ 
arate  application  annually  and  at  such 
times  and  in  such  form  as  the  Secretary 
may  prescribe. 

(b)  Determination  of  grant  amount. 
The  amoimt  of  any  grant  shall  be  de¬ 
termined  by  the  Sroretary  on  the  basis 
of  his  estimate  of  the  sum  necessary  for 
all  or  a  designated  portion  of  the  direct 
costs  of  the  Center  plus  an  additional 
amount  for  the  indirect  costs,  if  any, 

:  which  will  be  calculated  by  the  Secretary 

either: 

(1)  On  the  basis  of  the  estimate  of  the 
actual  indirect  costs  reasonably  related  to 
ttie  project;  or 

(2)  On  the  basis  of  a  percentage  of  all 
or  a  designated  portion  of  the  estimated 
direct  costs  of  the  project  when  there  are 
reasonable  assurances  that  the  use  of 
such  percentage  will  not  exceed  the  ap¬ 
proximate  actual  indirect  costs. 

Such  award  may  include  an  estimated 
provisional  amount  for  Indirect  costs  or 
for  designated  direct  costs  such  as  fringe 
benefit  rates  subject  to  upward  (within 
the  limits  of  available  funds)  as  well  as 
downward  adjustments  to  actual  costs 
when  the  amount  properly  expended  by 
the  grantee  for  provisional  items  has 
been  determined  by  the  Secretary. 

(c)  Supplemental  atoards.  The  Secre¬ 
tary  may  make  supplemental  awards 
diuing  the  course  of  any  budget  period 
of  an  approved  Center  where  the  Secre¬ 
tary  finds  on  the  basis  of  the  applicant’s 
written  request  and  such  progress  and 
accounting  reports  as  the  Secretary  may 
require  that  the  amount  of  the  award 
initially  approved  was  less  than  the 
amount  necessary  to  carry  out  the  ap¬ 
proved  Center  activities  for  that  period. 
The  Secretary  may  also  make  a  supple¬ 
mental  award  where  in  his  Judgment 
such  an  award  is  necessary  for  the  prep¬ 
aration  of  data  in  suitable  form  for 
transmittal  in  accordance  with  |  67.113. 
However,  where  the  making  of  any  sup¬ 
plemental  award  would  result,  in  any 
budget  period,  in  supplemental  awards 
exceeding  twenty  per  centum  (20%)  of 
the  original  award  for  direct  Center  costs 
in  that  budget  period,  the  Secretary  will 
prior  to  making  such  award  obtain  the 
recommendation  of  the  review  panel 
which  evaluated  the  Center’s  initial  ap¬ 
plication.  The  review  panel  shall  sulnnit 
a  written  report  to  the  Secretary  which 
describes  the  current  status  of  the  Cen¬ 
ter,  the  basis  for  the  request,  the  panels 
recommendation  concerning  the  request 
and  the  potential  consequences  of  any 
request  that  is  disapproved. 

(d)  Non-competing  continuation 
awards.  Where  a  grantee  has  filed  an 
application  for  continuation  support  and 
within  the  limits  of  funds  available  for 


this  purpose,  the  Secretary  may  make 
a  grant  award  for  an  additional  budget 
period  for  any  previously  approved  Cen¬ 
ter  where  the  Secretary  finds  on  the 
basis  of  such  progress  and  accounting 
reports  as  may  be  required  that  the 
Center’s  activities  during  the  current 
budget  period  Justify  continued  support 
of  the  project  for  an  additional  budget 
period.  Where  the  Secretary  determines 
to  continue  support,  the  amount  of  grant 
award  shall  be  determined  in  accordance 
with  paragraph  (b)  of  this  section. 
Where  the  Secretary  determines  not  to 
continue  a  project  for  an  additional 
budget  period,  the  grantee  will  be  notified 
in  writing  before  the  end  of  the  current 
budget  period.  In  addition,  where  he  de¬ 
termines  such  support  is  necessary,  the 
Secretary  may  provide  financial  support 
for  the  orderly  phase-out  of  the  sup¬ 
ported  activity. 

§  67.107  Operational  requirements. 

(a)  Any  Center  supported  imder  this 
subpart  shall: 

(1)  Have  a  full-time  Director  who 
possesses  a  demonstrated  capacity  for 
sustained  productivity  and  leadership  in 
health  services  research,  demonstra¬ 
tions,  and  evaluations.  The  Director  shall 
oversee  the  research  program  and  the 
general  operation  of  the  Center  and  shall 
to  the  extent  practicable  directly  par¬ 
ticipate  in  research  suitivities.  Where  the 
Director  of  a  Center  becomes  unable  to 
function  in  such  capacity,  the  grantee 
shall  so  Inform  the  Secretary  as  quickly 
as  possible.  Within  five  (5)  days,  the 
grantee  shall  designate  an  Interim  Di¬ 
rector  and  Inform  the  Secretary  of  the 
name  of  such  individual.  Within  ninety 
(90)  days,  the  grantee  shall  nominate 
an  Acting  Director  who,  if  approved  by 
the  Secretary,  shall  serve  in  that  ca¬ 
pacity  imtil  the  end  of  the  budget  period. 
The  failure  to  obtain  Secretarial  ap¬ 
proval  of  a  new  Director  in  the  pre¬ 
scribed  period  of  time  shall  result  in 
immediate  suspension  of  the  grant; 

(2)  Have  such  additional  full-time 
professional  staff  representing  various 
disciplines  relevant  to  health  services 
research  as  necessary  to  plan,  establish 
and  operate  the  proposed  Center  and  to 
carry  out  or  admhiister  research  projects 
undertaken  with  the  Center.  The  niunber 
and  expertise  of  the  staff  shall  be  deter¬ 
mined  by  the  size  of  the  proposed  Cen¬ 
ter,  the  availability  to  it  of  staff  resources 
other  than  its  own  immediate  staff,  and 
the  nature  and  scope  of  the  problems 
which  its  research  will  address: 

(3)  Be  located  within  an  established 
academic  or  research  institution  with 
available  resoiuxes  appropriate  to  the 
proposed  activities  to  be  conducted  by 
the  Center; 

(4)  Have  written  agreements  with 
clinical  settings  which  provide  for  set¬ 
tings  appropriate  for  the  initiation  and 
evaluation  of  experiments  in  health 
services  research; 

(5)  Select  problems  in  health  services 
for  research,  demonstrations  and  evalua¬ 
tions  respecting: 

(i)  The  SMx:essibility,  acceptability, 
planning,  organization,  distribution. 


technology,  utilization,  quality,  and  fi¬ 
nancing  of  health  services  and  systems; 

(ii)  The  supply  and  distribution,  edu¬ 
cation  and  training,  quality,  utilization, 
organization,  and  cost  of  health  man¬ 
power;  and 

(iii)  The  design,  construction,  utiliza¬ 
tion,  organization,  and  cost  of  facilities 
and  equipment  on  the  basis  of  (A)  their 
regional  or  national  importance,  (B)  the 
unique  potential  for  definitive  research 
on  the  problem,  (C)  the  opportunities  for 
local  application  of  the  research  find¬ 
ings; 

(6)  Provide  educational  opportunities, 
through  formal  mechanisms,  for  univer¬ 
sity  students,  health  professionals  or 
other  appropriate  Individuals; 

(7)  Provide  for  the  dissemination  of 
its  research  findings,  subject  to  the  re¬ 
quirements  for  confidentiality  as  set 
forth  in  section  308(d)  of  the  Act  and 
I  67.112; 

(8)  Provide,  through  a  formal  mecha¬ 
nism,  for  consultations  and  technical  as¬ 
sistance  to  concerned  individuals  and 
groups  of  the  geographical  area  in  which 
the  Center  will  be  located. 

(b)  National  Special  Emphasis  Centers 
shall,  in  addition  to  the  requirements  of 
paragraph  (a)  of  this  section: 

(1)  Provide  for  the  dissemination  of  its 
research  findings  on  a  national  scale  to 
groups  and  individuals  particularly  con¬ 
cerned  with  the  area  of  special  inquiry; 

(2)  Select  problems  in  its  area  of  spe¬ 
cial  emphasis  for  research,  demonstra¬ 
tion  and  evaluation  on  the  basis  of  the 
national  importance  of  the  problem  being 
addressed  and  the  unique  potential  for 
definitive  research; 

(3)  Provide,  through  a  formal  mecha¬ 
nism,  for  consultations  and  technical  as¬ 
sistance  appropriate  to  its  area  of  special 
expertise  to  concerned  individuals,  and 
groups  on  a  national  setde;  and 

(4)  Employ  all  of  the  resources  made 
available  to  the  Center  by  virtue  of  its 
National  Special  Emphasis  designation 
in  planning,  conducting  and  monitoring 
research,  training,  technical  assistance, 
and  other  appropriate  activities  solely  in 
its  area  of  special  emphasis. 

§  67.108  Grant  payments. 

The  Secretary  shall  from  time  to  time 
make  payments  to  the  grantee  of  all  or  a 
portion  of  any  grant  award,  either  by 
way  of  reimbursement  for  expenses  in- 
ciured  in  the  budget  period,  or  in  ad¬ 
vance  for  expenses  to  be  incurred,  to  the 
extent  he  determines  such  payments  are 
necessary  to  promote  prompt  initiation 
and  advancement  of  the  approved  Cen¬ 
ter.  The  amoimts  otherwise  payable  to 
any  grantee  shall  be  reduced  by; 

(a)  Amounts  equal  to  the  fair  market 
value  of  any  equipment  or  supplies  fur¬ 
nished  to  such  grantee  at  their  request 
by  the  Secretary  for  the  purpose  of  plan¬ 
ning,  establishing  or  operating  the  Cen¬ 
ter;  and 

(b)  Amounts  equal  to  the  pay,  allow¬ 
ances,  traveling  expenses,  and  related 
personnel  expenses  attributable  to  the 
performance  of  services  by  an  officer  or 
employee  of  the  government  in  connec¬ 
tion  with  such  Center,  if  such  officer  or 
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employee  was  assigned  or  detailed  by  the 
Secretary  at  the  request  of  the  grantee 
to  perform  such  services. 

§  67.109  Use  of  project  funds. 

(a)  Any  funds  granted  pursuant  to  this 
subpart  shall  be  expended  by  the  grantee 
solely  for  planning,  establishing  or  oper¬ 
ating  the  iqH>roved  Center  in  accordance 
with  the  Act,  the  regulations  of  thif  sub- 
part,  the  terms  and  conditions  of  the 
award,  and  the  applictUble  cost  principles 
prescribed  in  Subpart  Q  of  45  CFR  Part 
74. 

(b)  The  grantee  may  not  in  whole  or 
in  part  delegate  or  transfer  this  respon¬ 
sibility  for  the  use  of  such  funds  to  any 
other  person,  or  other  legal  entity,  with¬ 
out  the  specific  prior  written  approval  of 
the  Secretary. 

(c)  Prior  approval  by  the  Secretary  is 
required  whenever  there  is  to  be  a  sig¬ 
nificant  change  in  the  scope  or  nature  of 
the  Center’s  approved  activities. 

§  67.110  Nonducrimination. 

(a)  Attention  is  called  to  the  require¬ 
ments  of  Title  VI  of  the  Civil  Rights  Act 
of  1964  (78  Stat.  252,  42  U.S.C.  2000d  et 
seq.)  and  in  particular  section  601  of  such 
Act  which  provides  that  no  person  in  the 
United  States  shall  on  account  of  race, 
color,  or  nationsd  origin  be  excluded  from 
participation  in,  be  denied  the  benefits 
of,  or  subjected  to  discrimination  un¬ 
der  any  program  or  activity  receiving 
Federal  financial  assistance.  Regulations 
implementing  Title  VI  which  applies  to 
grants  made  under  this  subpart  have 
been  issued  by  the  Secretary  with  the  ap¬ 
proval  of  the  President  (45  CJFR  Part  80) . 

(b)  Attention  is  called  to  the  require¬ 
ments  of  section  504  of  the  R^abilita- 
tion  Act  of  1973,  as  amended,  which  pro¬ 
vides  that  no  otherwise  quaked  htuidi- 
capped  person  in  the  United  States  shall, 
solely  by  reason  of  his  handiciqi,  be  ex¬ 
cluded  from  participation  in.  be  denied 
the  benefits  of,  or  be  subjected  to  dis¬ 
crimination  under  any  program  or  ac¬ 
tivity  receiving  Federal  financial  assist¬ 
ance. 

(c)  Grant  funds  used  for  remodeling, 
alteration  or  repairs  shall  be  subject  to 
the  conditions  that  the  grantee  stm.ii 
comply  with  the  requirements  of  Execu¬ 
tive  Order  11246,  30  FR  12319  (Septem- 
Itcr  24,  1965),  as  amended,  and  with  the 
applicable  rules,  regulations,  and  proce¬ 
dures  prescribed  pursuant  thereto, 

§  67.111  PnUications  and  copyri^t. 

(a)  Copyright.  Except  as  may  otherwise 
be  provided  under  the  terms  and  condi¬ 
tions  of  the  award,  the  grantee  is  free  to 
copyright  any  book  or  other  copyright- 
able  materials  developed  under  the  grant, 
subject  to  a  royalty-free,  nonexclusive 
and  Irrevocable  license  of  the  D^rt- 
ment  to  reproduce,  publish,  alter  or  oth¬ 
erwise  use,  and  to  authorize  others  to  use 
the  work  for  Government  purposes.  In 
any  case  in  ^ich  a  copyri^t  has  been 
obtained,  the  Secretary  shall  be  so  noti¬ 
fied. 

(b)  Publications.  Any  r^;x)rts,  papers, 
statistics,  or  other  materials  devdoped 
from  woilc  sui^rted  in  whcde  or  in  part 


by  an  award  made  under  this  subpart 
shall  be  submitted  to  the  Secretary.  The 
Secretary  may  make  such  materials 
available  and  disseminate  the  material 
on  as  broad  a  basis  as  practicable  and  in 
such  form  as  to  make  such  materials 
understandable. 

§  67.112  Confidentiality. 

No  information  obtained  by  a  Center 
in  the  course  of  its  health  services  re¬ 
search  activities  directly  suivorted  under 
this  subpart  may  be  us^  for  any  purpose 
other  than  the  purpose  for  which  it  was 
supplied  (which  shall  include  the  disclo¬ 
sure  of  such  information  to  the  Secretary 
for  carrying  out  his  responsibilities  imder 
the  Health  Services  Research,  Health 
Statistics,  and  Medical  Libraries  Act 
of  1974  (Pub.  L.  93-353),  unless  au¬ 
thorized  under  regulations  of  the  Secre¬ 
tary.  Further,  such  information  inay  not 
be  published  or  released  in  other  than 
statistical  form  if  the  person  who  sup¬ 
plied  the  inf  ormaticm  or  who  is  described 
in  it  is  identifiable  unless  such  person 
has  signed  a  written  consent  on  such 
forms  and  in  such  manner  as  the  Secre¬ 
tary  may  prescribe.  For  purposes  of  this 
section  and  S  67.113,  the  term  “directiy 
suiHiorted”,  as  it  relates  to  health  serv¬ 
ices  research,  dononstration,  or  evalua¬ 
tion  projects,  means  discrete,  identifiable 
projects  sunxtrted  imder  this  subpart  and 
not  to  solely  the  provision  of  administra¬ 
tive  and  staff  support  for  the  Center. 

§  67.113  Control  of  data. 

Except  as  otherwise  provided  in  the 
terms  and  conditions  of  the  award  and 
subject  to  the  confidentiality  require¬ 
ments  of  section  67.112,  all  data  collected 
or  assembled  for  the  purposes  of  carry¬ 
ing  out  health  services  research,  doncxi- 
stration,  or  evaluation  projects  directly 
supported  under  this  subpart  (as  that 
term  is  defined  in  S  67.112)  shall  be  made 
available  to  the  Secretary  upon  request. 

§  67.114  Grantee  accountability. 

(a)  Accounting  for  grant  award  pay¬ 
ments.  All  payments  made  by  the  Secre¬ 
tary  shall  be  recorded  by  the  grantee  in 
accounting  records  separate  from  the 
records  of  all  other  funds,  including 
funds  derived  from  other  grant  awards. 
With  respect  to  each  approved  project 
the  grantee  shall  account  for  the  sum  to¬ 
tal  of  all  amounts  paid  by  presenting  or 
otherwise  making  available  evidence  sat¬ 
isfactory  to  the  Secretary  of  expendi¬ 
tures  for  direct  and  indirect  costs  meet¬ 
ing  the  requirem^ts  of  this  subpart; 
Provided  however.  That  when  the 
sunount  awarded  for  indirect  costs  was 
based  on  a  predetermined  fixed  percent¬ 
age  of  estimated  direct  costs,  the  amount 
allowed  for  indirect  costs  shall  be  com¬ 
puted  on  the  basis  of  such  predetermined 
fixed-percentage  rates  applied  to  the 
total,  or  a  selected  demmt  thereof,  of 
the  reimbursable  direct  costs  incurred. 

(b)  Accounting  for  royalties.  Royalties 
received  by  grantees  from' copyrights  on 
publications  or  other  works  developed 
under  the  grant,  or  from  patents  or  in¬ 
ventions  conceived  or  first  actually  re¬ 
duced  to  practice  in  the  course  of  or  un¬ 


der  such  grant,  shall  be  accounted  for  as 
follows: 

(1)  State  and  local  governments. 
When  the  grantee  is  a  State  or  local  gov¬ 
ernment  as  defined  in  45  CFR  74.3,  roy¬ 
alties  shall  be  accounted  for  as  provided 
in  45  CFR  74.44. 

(2)  Grantees  other  than  State  and  lo¬ 
cal  governments.  Where  the  grantee  is 
not  a  State  or  local  government  as  so 
defined,  royalties  shall  be  accounted  for 
as  follows: 

(1)  Patent  royalties,  whether  received 
during  or  after  the  project  period,  shall 
be  governed  by  agreements  between  the 
Assistant  Secretary  for  Health,  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
and  the  grantee,  pursuant  to  the  De¬ 
partment’s  patent  regulations  (45  CFR 
Parts  6  and  8) , 

(ii)  Copyright  royalties,  whether  re¬ 
ceived  dur^  or  after  the  grant  period, 
shall  first  be  used  to  reduce  the  Federal 
share  of  the  grant  to  cover  the  costs  of 
publishing  or  producing  the  materials; 
and  any  royalties  in  excess  of  the  costs 
of  publishing  or  producing  such  mate¬ 
rials  shsdl  be  distributed  in  accordance 
with  Chapter  1-420  or  the  Department  of 
Health.  Education,  and  Welfare  Grants 
Administration  Manual.* 

(c)  Grant  closeout — (1)  Date  of  final 
accounting.  In  addition  to  such  other 
special  and  periodic  accounting  as  the 
Secretary  may  require,  a  grantee  shall 
render  with  respect  to  each  Center  a  full 
account,  as  provided  herein,  as  of  the  ter¬ 
mination  of  grant  support  which  shall  be 
(i)  the  end  of  the  project  period,  or  (ii) 
the  date  of  any  termination  of  grant  sup¬ 
port  pursuant  to  Subpart  M  of  45  CTR 
Part  74. 

(2)  Final  settlement.  There  shall  be 
payable  to  the  United  States  as  final  set¬ 
tlement  with  respect  to  each  approved 
project  the  total  sum  of  (i)  any  amount 
not  accounted  for  pursuant  to  paragraph 
(a)  of  this  section  and  (ii)  any  other 
amounts  due  pursuant  to  Subparts  F,  M, 
and  O  of  45  CTR  Part  74.  Such  total  sum 
shall  constitute  a  debt  owed  by  the 
grantee  to  the  United  States  and  shall  be 
recovered  from  the  grantee  or  its  succes¬ 
sors  or  assignees  by  set-off  or  other  ac¬ 
tion  as  provided  by  law. 

§  67.115  Reports. 

Each  grant  awarded  under  this  sub¬ 
part  shall  be  subject  to  the  condition 
that  the  grantee  shall  file  written  notifi¬ 
cation  with  the  Secretary  of  each  re¬ 
search,  dononstration  or  evaluation 
project  undertaken  by  the  Center  an  the 
date  that  such  project  is  initiated.  Such 
notification  shall  include: 

(a)  A  description  of  the  project,  in¬ 
cluding  the  hypotheses  to  be  tested  or  the 
objectives  to  be  pursued; 

(b)  The  names  of  the  principal  investi¬ 
gators  and  the  principal  steff  members 

*  The  Department  of  Health,  Education,  and 
Welfare  Qrante  Administration  Mammi  is 
avaUable  for  public  Inspection  and  copying 
at  the  Department’s  and  Regional  Offices’  in¬ 
formation  centers  listed  In  46  CFR  6.31  and 
may  be  purchased  from  the  Superintendent 
of  Documents,  UR.  Government  Printing  Of¬ 
fice,  Washington,  D.C.  20402. 
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that  will  be  assigned  to  the  project;  and 
(c)  A  budget,  including  an  identifica¬ 
tion  of  the  source  of  funds. 

§67.116  Human  subjects. 

No  award  may  be  made  under  this 
Subpart  unless  the  applicant  has  com¬ 
plied  with  45  CFR  Part  46  and  other  ap¬ 
plicable  requirements  pertaining  to  the 
protection  of  hmnan  subjects. 

§  67.117  Applicability  of  45  CFR  Part 
74. 

The  provisions  of  45  CFR  Part  74,  es¬ 
tablishing  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall 


RULES  AND  REGULATIONS 

apply  to  all  grants  under  this  subpart  to 
States  and  local  governments  as  those 
terms  are  defined  in  Subpart  A  of  that 
Part  74.  The  relevant  provisions  of  the 
following  subparts  of  Part  74  shall  also 
apply  to  grants  to  other  grantee  orga¬ 
nizations  imder  this  subpart; 

46  CFR  Part  74 
Subpart 
A — General. 

B — Cash  Depositories. 

C — ^Bonding  and  Insurance. 

D — ^Retention  and  Custodial  Requirements 
for  Records. 

F — Grant-Related  Income. 

>  G — ^Matching  and  Cost  Sharing. 
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K — Grant  Payment  Requirements. 

li — ^Budget  Revision  Procedures. 

M — Grant  Closeout,  Suspension,  and 
Termination. 

O — Property. 

Q — Cost  Principles. 

§67.118  Additional  conditions. 

The  Secretary  may,  with  respect  to  any 
grant  awarded  under  this  subpart,  im¬ 
pose  additional  conditions  prior  to  or  at 
the  time  of  any  award  when  in  his  Judg¬ 
ment  such  conditions  are  necessary  to 
assure  or  protect  advancement  of  the 
approved  Center  or  the  conservation  of 
grant  funds, 

[FR  Doc.76-3383  FUed  2-3-76;8:45  am] 
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